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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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Claims 1 and 3-14 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Golub, et al, U.S. Patent 4,666,897. 

Claims 1 and 3-14 are drawn to a method for reducing the IgE concentration in 
the blood of a patient suffering from a disease and administering a therapeutically 
effective amount of an antibiotic. The antibiotics specifically claimed in claims 1 , and 
claims 3-14 are of the tetracycline family, drawn to the specific antibiotics and mixtures 
thereof including minocycline, doxycycline, and tetracycline. The prior art teaches the 
administration of the antibiotics minocycline, doxycycline, and tetracycline, disclosed on 
page 7, column 3, paragraph 1 . The prior art also discloses on page 6, column 2, lines 
40-45 that these antibiotics are used for the treatment of inflammatory associated 
diseases such as rheumatoid arthritis, and periodontal disease. 

Claim 1, and claims 3-14 are drawn to "a method for reducing the IgE 
concentration in the blood". As both the cited prior art and the claims teach the use of 
these antibiotics for the treatment of inflammatory diseases, the IgE concentrations of 
patients must necessarily be reduced in the prior art as well. Thus the current 
application provides no new information that was not already obvious to one of ordinary 
skill in the art at the time of the invention. 

Though the prior art does not teach the precise mixtures of antibiotics as claimed 
in claims 6 and 8, it is prima facie obvious to combine two compositions, each of which 
is taught by the prior art to be useful for the same purpose, in order to form a third 
composition to be used for the very same purpose. In the instant case applicant is 
making combinations of tetracycline, doxycycline, and minocycline. All of these 
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compounds are known to have similar core structures, are in the same class of 
antibiotics, and are often substitutes for one another in the treatment of diseases. The 
idea of combining them flows logically from their having been individually taught in the 
prior art. In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). 
MPEP 2144.06. 

Claims 10, 12, and 13 are drawn to dosages of the drugs ranging from either 1- 
300 mg/day or 25-100 mg. The prior art teaches on page 7, column 4, line 11, dosage 
ranges of 200-500 md/day for tetracycline, and on page 7, column 4, line 29, dosage 
ranges of 150-900 mg/day for doxycycline. 

Claims 9 and 1 1 are drawn to dosage forms of either paranterally or orally 
administered forms of the antibiotics. Claim 14 is also drawn to a composition which 
further comprises a pharmaceutically acceptable carrier. The prior art teaches on page 
7, column 4, lines 33-47, the oral and parenteral administration of these antibiotics in 
the form of "tablets, caplets, or elixirs and the like". 

It is also noted for claims 9-13 that it would be routine to optimize the 
administration form and dosage of the drugs administered depending upon the age of 
the patient, weight of the patient, the species of animal being treated, the condition 
being treated, and the severity of said condition. The optimization of the dosage, and 
dosage form of the drugs administered, and thereby the amounts administered would 
be obvious to one of ordinary skill in the art at the time of the invention, and therefor 
would be considered obvious. 
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Claim 2, and claims 15-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Golub, et al, U.S. Patent 4,666,897 as applied to claims 1 and 3-14 above, and 
further in view of (Joks, et al., J. Allergy Clin. Immunol. 1 998, 1 01 :562). 

Claim 2 and claims 15-26 are drawn to a method for reducing the IgE 
concentration in the blood of a patient suffering from asthma and administering a 
therapeutically effective amount of an antibiotic. The antibiotics specifically claimed in 
claims 2, and claims 15-26 are of the tetracycline family, drawn to the specific antibiotics 
and mixtures thereof including minocycline, doxycycline, and tetracycline. (Golub, et al, 
U.S. Patent 4,666,897), teaches the administration of the antibiotics minocycline, 
doxycycline, and tetracycline, disclosed on page 7, column 3, paragraph 1 . (Golub, et 
al, U.S. Patent 4,666,897), also discloses on page 6, column 2, lines 40-45 that these 
antibiotics are used for the treatment of inflammatory associated diseases such as 
rheumatoid arthritis, and periodontal disease. (Golub, et al, U.S. Patent 4,666,897), 
though disclosing the use of tetracycline antibiotics for the treatment of inflammatory 
diseases, does not specifically disclose the use of these compounds for the treatment of 
asthma. (Joks, et al., J. Allergy Clin. Immunol. 1998, 101:562) teaches on page 562 
paragraphs 1 and 2, the use of the tetracycline antibiotic minocycline for the treatment 
of the inflammatory disease asthma. It would therefor have been obvious to one of 
ordinary skill in the art at the time of the invention to use the common treatment for 
inflammatory diseases disclosed by (Golub, et al, U.S. Patent 4,666,897) in the 
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treatment of another inflammatory disease asthma, as disclosed by (Joks, et al., J. 
Allergy Clin. Immunol. 1998, 101:562). 

Claim 2, and claims 15-26 are drawn to "a method for reducing the IgE 
concentration in the blood". As both the cited prior art and the claims teach the use of 
these antibiotics for the treatment of inflammatory diseases, the IgE concentrations of 
patients must necessarily be reduced in the prior art as well. Thus the current 
application provides no new information that was not already obvious to one of ordinary 
skill in the art at the time of the invention. 

Though the prior art does not teach the precise mixtures of antibiotics as claimed 
in claims 19 and 20, it is prima facie obvious to combine two compositions, each of 
which is taught by the prior art to be useful for the same purpose, in order to form a third 
composition to be used for the very same purpose. In the instant case applicant is 
making combinations of tetracycline, doxycycline, and minocycline. All of these 
compounds are known to have similar core structures, are in the same class of 
antibiotics, and are often substitutes for one another in the treatment of diseases. The 
idea of combining them flows logically from their having been individually taught in the 
prior art. In re Kerkhoven, 626 F.2d 846, 850, 205 USPQ 1069, 1072 (CCPA 1980). 
MPEP 2144.06. 

Claims 21 , 22, 24, and 25 are drawn to dosages of the drugs ranging from either 
1 -300 mg/day or 25-1 00 mg. The prior art teaches on page 7, column 4, line 1 1 , dosage 
ranges of 200-500 md/day for tetracycline, and on page 7, column 4, line 29, dosage 
ranges of 150-900 mg/day for doxycycline. 
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Claims 21 and 23 are drawn to dosage forms of either paranterally or orally 
administered forms of the antibiotics. Claim 26 is also drawn to a composition which 
further comprises a pharmaceutically acceptable carrier. The prior art teaches on page 
7, column 4, lines 33-47, the oral and parenteral administration of these antibiotics in 
the form of "tablets, caplets, or elixirs and the like". 

It is also noted for claims 21-26 that it would be routine to optimize the 
administration form and dosage of the drugs administered depending upon the age of 
the patient, weight of the patient, the species of animal being treated, the condition 
being treated, and the severity of said condition. The optimization of the dosage, and 
dosage form of the drugs administered, and thereby the amounts administered would 
be obvious to one of ordinary skill in the art at the time of the invention, and therefor 
would be considered obvious. 

Claims 27-29 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
(Kuzin I. I, etal., Inter. Immu., 12:921-931). 

Claims 27-29 are drawn to a method for monitoring the effectiveness of a drug 
(tetracycline) in lowering the concentration of IgE in the plasma of a mammal suffering 
from a disease. The claims recite the active steps of determining the concentration of 
IgE in the plasma of a mammal, administering a drug which lowers said concentration, 
making a second determination of the IgE concentration in the plasma of the mammal 
subsequent to said administration, and comparing the values of the first and second 
administration. 
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(Kuzin I. I, et al., Inter. Immu., 12:921-931) teach on page 923, in the results, 
paragraphs 1 and 2 and in figure 2 on page 924, a method for monitoring the effects of 
doxycycline (a tetracycline) in lowering the concentration of IgE in mouse splenocytes. 
Though not specifically drawn to the use of testing the effects in the plasma of a 
diseased mammal, the method recites the same active steps of determining the 
concentration of IgE, administering a drug which lowers said concentration, making a 
second determination of the IgE concentration subsequent to said administration, and 
comparing the values of the first and second administration. It would therefor have been 
obvious to one of ordinary skill in the art at the time of the invention to have used this 
same procedure for monitoring the change in IgE concentration in the plasma of a 
diseased individual as well as in mouse splenocytes. 

Conclusion 

No claims are allowed at this time. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LANCE RIDER whose telephone number is (571)270- 
1337. The examiner can normally be reached on Monday through Friday, 7:30 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James O. Wilson can be reached on 571-272-0661. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/LANCE RIDER/ /James O. Wilson/ 

Examiner, Art Unit 4131 Supervisory Patent Examiner, Art Unit 1624 



